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2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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7) ^ Claim(s) 10 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on April 28, 2009 has been entered. 

2. The rejection of claims 16, 24, and 25 under 35 U.S.C. 112, 1 st paragraph, is moot, in 
light of their cancellation. 

Claim Objections 

3. Claim 10 remains objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

Claim Rejections - 35 USC § 112 

4. Claims 1, 3-7, 9, 21, and 26-28 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
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claimed invention, for the reasons of record stated in the Office action mailed January 29, 2009. 
Applicants traverse in the papers filed April 28, 2009. Applicants' arguments were fully 
considered but were not persuasive. 

Applicants argue that the nucleic acid of SEQ ID NO: 1 is representative of the claimed 
genus of nucleic acids having at least 90% identity to SEQ ID NO: 1 and capable of promoting 
expression of an operably linked heterologous nucleic acid in a plant cell. Applicants argue that 
the claimed nucleic acids contain a highly similar nucleotide sequence, and accordingly the 
necessary common attributes of all the sequences claimed (response, paragraph bridging pages 5- 
6). However, sequence identity alone docs not describe the common attributes shared among the 
species of the claimed genus that is required for functional activity. Further, SEQ ID NO: 1 is 
not representative of sequences that differ from it. Applicants note that the level of identity 
recited in the claims is higher than that of Example 1 1 A of the Revised Written Description 
Training Materials (March 25, 2008), thereby further decreasing any potential variation between 
species. Applicants also point to Example 10 of the Training Materials. Applicants argue that 
one of ordinary skill can envision every possible sequence that satisfies the criteria of the 
claimed genus with the aid of a computer. Applicants argue that the specification identifies a 
number of regulatory motifs in SEQ ID NO: 1, including the CAAT-box motif, TATA box, 
CTCATCTA motif, and four motifs reported to confer seed-specific expression and at least one 
motif reported to be needed for endosperm and embryo specific expression. Applicants argue 
that the data in Examples 3 and 4 of the specification demonstrate SEQ ID NO: 1 is useful for 
directing expression in seeds and embryos (response, pages 6-7). However, as noted in the 
previous Office action, many of the elements recited in Table 1 , are not further discussed in the 
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specification as being required for activity of SEQ ID NO: 1. Table 1 also mentions a 
"GCCATTG" sequence, the significance of which is unknown. Thirteen "GAT A" box motifs 
are identified as present in SEQ ID NO: 1, which is involved in light regulation. Yet, the 
specification does not mention that SEQ ID NO: 1 is regulated by light. A "SEF1" sequence is 
identified, but its significance in SEQ ID NO: 1 is unknown. Sequences are noted in Table 1 for 
ABA-responsiveness; light regulation; an AP2-like binding consensus for Arabidopsis 
transcription factor RAVI ; a motif in a soybean 7S globulin gene; gibberellin responsiveness; 
cis-elements found in phenylalanine ammonia lyase genes; elements for ethylene responsiveness. 
Yet the specification does not describe SEQ ID NO: 1 as responding to light, ABA, gibberellin, 
or ethylene, for example. Applicants' response mentions that an element, CA(n), is present 
which confers endosperm specificity. Yet, the working examples do not show endosperm 
specificity for SEQ ID NO: 1 . A sequence is noted only for being present in an oleosin 
promoter, while SEQ ID NO: 1 is a 2S globulin gene promoter. One domain is even described as 
"Unknown". The importance of these domains to the functional activity of SEQ ID NO: 1 is 
unknown. There is nothing in the claims indicating that each of the domains listed in Table 1 are 
also to be present. The functional activity of sequences that differ from SEQ ID NO: 1 and 
which do not contain these domains is unknown. Further, it is noted that numerous domains are 
noted in Table 1 as conferring seed or embryo specificity. However, they are scattered 
throughout the 2400 base sequence of SEQ ID NO: 1 . The specification does not actually 
describe which of these sequences actually are required for transcriptional activity, or which ones 
confer seed and embryo specificity to SEQ ID NO: 1. Further, given that these domains are 
scattered throughout the 2400 base sequence of SEQ ID NO: 1, the fragments encompassed by 
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claims 26-28 would not retain all of them. The nucleic acids encompassed by claims 26-28 
could not have the functional activity of SEQ ID NO: 1 . 

5. Claims 1, 3-7, 9, 21, and 26-28 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for SEQ ID NO: 1, does not reasonably provide 
enablement for isolated nucleic acids that differ from SEQ ID NO: 1 and have its activity of 
promoting expression of an operably linked heterologous nucleic acid. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention commensurate in scope with these claims, for the 
reasons of record stated in the Office action mailed January 29, 2009. Applicants traverse in the 
papers filed April 28, 2009. Applicants' arguments were fully considered but were not 
persuasive. 

Applicants argue that one of ordinary skill can determine if a nucleic acid has at least 
90% identity to SEQ ID NO: 1 and determine if it functions as a regulatory element without 
undue experimentation (response, page 7, 2 nd full paragraph). Applicants argue that the 
specification provides detailed guidance regarding the location of regulatory motifs in SEQ ID 
NO: 1 that are involved in promoting expression, which along with assays to confirm activity in 
a plant cell, is sufficient to enable one of ordinary skill in the art to make and use the claimed 
invention without undue experimentation (response, pages 7-8). However, as discussed in the 
previous Office action, the importance of the regions identified in Table 1 to the activity of SEQ 
ID NO: 1 was not confirmed experimentally. Many of these elements are described as required 
for activities which the specification does not mention is possessed by SEQ ID NO: 1 . For 
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example, sequences are noted for ABA-responsiveness; light regulation; an AP2-like binding 
consensus for Arabidopsis transcription factor RAVI; a motif in a soybean 7S globulin gene; 
gibberellin responsiveness; cis-elements found in phenylalanine ammonia lyase genes; elements 
for ethylene responsiveness. Yet the specification does not teach SEQ ID NO: 1 as responding 
to light, ABA, gibberellin, or ethylene. An element, CA(n), is listed, which confers endosperm 
specificity, and which the working examples do not show for SEQ ID NO: 1 . A sequence is 
noted only for being present in an oleosin promoter. One domain is even described as 
"Unknown". The importance of these domains to the functional activity of SEQ ID NO: 1 is 
unknown. Example 2 on page 19 indicates that these regions were identified by BLAST analysis 
as having sequence similarity to plant and non-plant genomic regions. However, which of these 
regions, if any, are actually required for functional activity of SEQ ID NO: 1 is unknown. 

Further, while several domains are noted in Table 1 as being associated with seed or 
embryo specificity, they are scattered throughout the 2400 base sequence of SEQ ID NO: 1, and 
there is no indication as to whether they actually do confer seed and/or embryo specificity to the 
SEQ ID NO: 1. The fragments encompassed by claims 26-28 would not be expected to retain 
the activity of SEQ ID NO: 1 , as they would not retain all of the domains recited in Table 1 . In 
the absence of further guidance, undue experimentation would be required by one skilled in the 
art to determine which, if any, of the supposed regulatory regions mentioned in Table 1 are 
actually required for the transcriptional activity of SEQ ID NO: 1 . Undue experimentation 
would also be required to determine the 10% of the sequences of SEQ ID NO: 1 that can be 
altered, and what to change them to, without affecting its transcriptional activity. 
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Contact Information 

Any inquiry concerning this or earlier communications from the Examiner should be 
directed to Ashwin Mehta, whose telephone number is 571-272-0803. The Examiner can 
normally be reached from 8:30 A.M to 6:00 P.M. If attempts to reach the Examiner by telephone 
are unsuccessful, the Examiner's supervisor, Anne Marie Grunberg, can be reached at 571-272- 
0975. The fax phone numbers for the organization where this application or proceeding is 
assigned are 571-273-8300. Patent applicants with problems or questions regarding electronic 
images that can be viewed in the Patent Application Information Retrieval system (PAIR) can 
now contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight (EST). The 
toll free number is (866) 217-9197. When calling please have your application serial or patent 
number, the type of document you are having an image problem with, the number of pages and 
the specific nature of the problem. The Patent Electronic Business Center will notify applicants 
of the resolution of the problem within 5-7 business days. Applicants can also check PAIR to 
confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is 
a complete service center supporting all patent business on the Internet. The USPTO's PAIR 
system provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 



May 20, 2009 



/Ashwin Mehta/ 

Primary Examiner, Art Unit 1638 



